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DETAILED ACTION 

Status of Action 

The Examiner acknowledges receipt of application number 10/590,061 filed on 
08/21/2006. Claims 31-32 have been cancelled, and claims 1-30 are presented in this 
application. 

Status of Claims 

Claims 1-30 are presented for examination on the merits for patentability. 



DOUBLE PA TENTING 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper time wise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. A nonstatutory obviousness-type double patenting 
rejection is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1-11 and 14-30 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-6, 11-13, 16-25 and 
27-32 of co-pending U.S. Patent Application No. 10/571,757 (U. S. Patent Application 
Publication No. 2007/0166337) in view of Philips et al. (U. S. Patent Application Publication 
No. 2003/0147830). 

Although the conflicting claims are not identical, they are not patentably distinct from 
each other. Instant claim 1 is directed to a skincare composition for treating acne comprising 
salicylic acid (0.1 % to 5.0 %) and a hydrolyzed milk protein. Conflicting claim 1 of co-pending 
U.S. Patent Application No. 10/571,757 is also directed to a skincare composition for topical 
application comprising salicylic acid (0.1 % to 10 %). 

Instant and conflicting claims differ in that instant claim 1 recites the composition 
comprising a hydrolyzed milk protein, whereas conflicting claim 1 does not recite this 
ingredient. However, the deficiency is cured by the teaching of Philips et al. 

Philips et al. teach a topical personal care composition comprising a hydrolyzed protein. 
Philips et al. teach that the addition of hydrolyzed protein to the composition provides a skin 
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tightening effect while maintaining good skin feel and good aesthetics (page 1: [0012] and 
[0018]). 

Philips et al. also teach that the hydrolyzed protein can be presented in a safe and 
effective amount ranging from about 0.0001 % to about 40 % , preferably from about 0.001 % to 
5 % by weight of the composition (page 2: [0035]), wherein the hydrolyzed proteins can be milk 
proteins, P-lactoglobulin or casein (page 3: [0042], lines 1-4). Philips et al. further teach that the 
composition can be an emulsion, i.e. oil-in-water emulsion or water-in-oil emulsion; and the 
composition can also comprise optional ingredients, i.e. thickening agents, anti-acne actives (e.g. 
salicylic acid and benzoyl peroxide) or anti-inflammatory agents (page 6: [0065] and [0109]). 

It would have been obvious to a person of ordinary skilled in the art at the time the 
invention was made to combine the conflicting claims of co-pending U.S. Patent Application No. 
10/571,757 and the teaching of Philips et al. to arrive at the instant invention. 

One of ordinary skill would have been motivated to utilize a hydrolyzed protein in a 
composition comprising salicylic acid for the purpose of treating acnes because hydrolyzed 
protein is capable of providing benefits to a skin, i.e. tightening the skin, good skin feel and good 
aesthetics, as taught by Philips et al. Thus, when the hydrolyzed protein is used in combination 
with salicylic acid, it can help to provide additional beneficial effects to a skin besides the effects 
result from salicylic acid. 

Therefore, one of ordinary skill in the art, at the time the claimed invention was made, 
would have readily recognized that claims 1-6, 11-13, 16-25 and 27-32 of co-pending U. S. 
Patent Application No. 10/571,757 in view of Philips et al. and claims 1-11 and 14-30 in the 
instant application are obvious variant and are not patentability distinct. 
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Claim Rejections - 35 USC § 112 second paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject 
matter, which the applicant regards as his invention. 

Claims 3, 6, 9 and 26 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

(1) Claims 6, 9 and 26 are rejected because a broad range or limitation together with a 
narrow range or limitation that falls within the broad range or limitation (in the same claim) is 
considered indefinite, since the resulting claim does not clearly set forth the metes and bounds of 
the patent protection desired. See MPEP § 2173.05(c). Note the explanation given by the Board 
of Patent Appeals and Interferences in Ex parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & 
Inter. 1989), as to where broad language is followed by "parenthesis" and then narrow language. 
The Board stated that this can render a claim indefinite by raising a question or doubt as to 
whether the feature introduced by such language is (a) merely exemplary of the remainder of the 
claim, and therefore not required, or (b) a required feature of the claims. Note also, for example, 
the decisions of £x parte Steigewald, 131 USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 
(Bd. App. 1948); and£x parte Hasche, 86 USPQ 481 (Bd. App. 1949). 

In the present instance, claim 6 recites the broad range of the concentration of hydro lyzed 
milk protein, which ranges at least 0.05 % by weight; however, claim 6 also recites the 
concentration of hydro lyzed milk protein is most preferably at least 0.1 % by weight, which is 
the narrower statement of the range. 
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Likewise, claim 9 recites the broad range of the concentration of hydrolyzed milk 
protein, which ranges at least 0.08 % to 2 % by weight; however, claim 9 also recites the 
concentration of hydrolyzed milk protein is most preferably at least 0.1 % to 0.5 % by weight, 
which is the narrower statement of the range. 

Claim 26 recites the broad range of the amount of the skincare composition, which the 
fibrous material is impregnated, is in the range from 10 % to 30 % by weight; however, claim 26 
also recites the amount of the skincare composition is preferably in the range from 15 % to 20 % 
by weight and most preferably is in the range from 18 % to 22 % by weight, which are the 
narrower statement of the ranges. 

(2) Claim 3 is rejected because it recites a limitation for "the concentration of salicylic acid 
is at least 1 % by weight, according to claim 2", wherein claim 2 is dependent from claim 1. 
Since the concentration of salicylic acid is limited to the concentration from 0.1 % to 5 %, as 
recited in claim 1; therefore, any concentration above 5 % by weight for salicylic acid lacks 
antecedent basis, and the claim therefore is indefinite. 

Likewise, claim 6 is rejected because it recites a limitation for "the concentration of 
hydrolyzed milk protein is at least 0.05 % by weight" according to claim 1. Since the 
concentration of hydrolyzed milk protein is limited to the concentration ratio with salicylic acid, 
(in which salicylic acid is present in 0.1 % to 5 % by weight) based on the ratio ranges from 2:1 
to 15:1 parts by weight as recited in claim 1; therefore, any concentration above 2.5 % by weight 
for hydrolyzed milk protein lacks antecedent basis, and therefore the claim is indefinite. 
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Claim Rejections - 35 USC §103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

A patent may not be obtained though the invention is not identicalU disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person ha\ ing ordinary skill 
hi the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 



(1) Claims 1-19 and 21-30 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Lin et al. (U. S. Patent No. 5,612,324) in view of Philips et al. (U. S. Patent Application 
Publication No. 2003/0147830). 

Applicants Claim 

Applicants claim a skincare composition and a method for treating acne comprising 
salicylic acid (0.1 % to 5.0 %) and hydrolyzed milk protein (0.05 % to 4 %), wherein the pH of 
the composition is in the range of 2.5 to 6.0. Applicants also claim that the composition further 
comprises additional agents, i.e. antibacterial agent, thickening agent, excipients, and an article 
of fibrous material, i.e. cellulose for applying the composition. 
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Determination of the scope and content of the prior art 
(MPEP 2141.01) 

Lin et al. teach a method of treating acne in mammalian skin comprising a safe and 
effective amount of salicylic acid and a pharmaceutical-acceptable carrier (column 2, lines 45- 
52). 

More specifically, Lin et al. teach the composition comprising: 

(a) salicylic acid present from about 0.01 % to 20 %, preferably from 0.5 % to 2.0 %, by 
weight of the composition, which is essential for providing anti-acne benefit and effect on skin 
via its keratolytic activity (column 3, lines 5-11); 

(b) a p_H range from about 2 to about 7, preferably 2.5 to 4.5, which is an important for the 
availability of the salicylic acid and the stability of the composition (column 3, lines 54-57 and 
column 4, lines 13-17); 

(c) additional anti-acne agents , i.e. anti-microbials, anti-bacterials , anti-fungals or anti-virals, 
i.e. benzoyl peroxide , or anti-inflammatory drugs (column 5, lines 9-24 and 34). 

(d) one or more optional components, i.e. humectant/moisturizer/skin conditioner, 
surfactants, emollients, thickening agents, preservatives for maintaining the antimicrobial 
integrity, chelators and sequestrants, fragrances, and colorants (column 5 through column 8, line 
9). 

Lin et al. also teach that the composition can be incorporated into a medicated cleansing 
pad made of non-woven fabric material (e.g. cellulose-based non-woven), which can be applied 
topically to mammalian skin for treating acne (column 8, lines 16-21, 60-64; column 11, lines 
24-45; Example VIII and lines 59-61). 
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Lin et al. further teach that the composition comprises a safe and effective amount of a 
topical pharmaceutical acceptable carrier or diluent, which can be of a variety of different forms 
and are suitable for topical application to the mammalian skin without causing any unsafe or 
toxicity concerns, wherein the carrier can be in the form of a hydro-alcoholic system (e.g. liquids 
or gels), an emulsion system (e.g. oil-in-water or water-in-oil) (column 4, lines 19-35 and 
column 10: Example VH-gel composition). 

Ascertainment of the difference between the prior art and the claims 
(MPEP 2141.02) 

Lin et al. do not teach the skincare composition for treating acne comprising hydrolyzed 
milk protein. However, this deficiency is cured by the teaching of Philips et al. 

Philips et al. teach a topical personal care composition comprising at hydrolyzed protein. 
Philips et al. teach that the addition of hydrolyzed protein to the composition provides a skin 
tightening effect while maintaining good skin feel and good aesthetics (page 1: [0012] and 
[0018]). 

Philips et al. also teach that the hydrolyzed protein can be presented in a safe and 
effective amount ranging from about 0.0001 % to about 40 % , preferably from about 0.001 % to 
5 % by weight of the composition (page 2: [0035]), wherein the hydrolyzed proteins can be milk 
proteins, P-lactoglobulin or casein (page 3: [0042], lines 1-4). Philips et al. further teach that the 
composition can be an emulsion, i.e. oil-in-water emulsion or water-in-oil emulsion; and the 
composition can also comprise optional ingredients, i.e. thickening agents, anti-acne actives (e.g. 
salicylic acid and benzoyl peroxide) or anti-inflammatory agents (page 6: [0065] and [0109]). 
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Finding of prima facie obviousness Rational and Motivation 
(MPEP 2142-2143) 

It would have been obvious to a person of ordinary skilled in the art at the time the 
invention was made to combine the teaching of Lin et al. and Philips et al. to arrive at the instant 
invention. 

One of ordinary skill would have been motivated to utilize a hydrolyzed protein in a 
composition comprising salicylic acid for the purpose of treating acnes because hydrolyzed 
protein is capable of providing benefits to a skin, i.e. tightening the skin, good skin feel and good 
aesthetics, as taught by Philips et al. Thus, when the hydrolyzed protein is used in combination 
with salicylic acid, it can help to provide additional beneficial effects to a skin besides the effects 
result from salicylic acid. 

In the absence of evidence to the contrary, one of ordinary skill in the art would have had 
a reasonable expectation of success in producing the claimed invention. Therefore, the 
invention, as a whole, would have been prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the reference. 



(2) Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lin et al. (U. 
S. Patent No. 5,612,324) and Philips et al. (U. S. Patent Application Publication No. 
2003/0147830) in combination, further in view of Suares et al. (WO 02/022236 Al). 
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Applicants Claim 

Applicants claim a skincare composition comprising salicylic acid (0.1 % to 5.0 %), a 
hydrolyzed milk protein and a gelling agent, i.e. a copolymer of acryloyl dimethyl tauric acid or 
a salt thereof; wherein the pH of the composition is in the range of 2.5 to 6.0. 

Determination of the scope and content of the prior art 
(MPEP 2141.01) 

The combined teaching of Lin et al. and Philips et al. have been set forth above. 
Essentially, Lin et al. teach a composition, for treating acne in mammalian skin, comprising 
salicylic acid and at least one optional component, wherein the composition has a p_H value range 
from about 2 to about 7. Philips et al. teach a topical personal care composition comprising a 
hydrolyzed protein from milk source, which can provide benefits, i.e. skin tightening effect, good 
skin feel and good aesthetics. 

Ascertainment of the difference between the prior art and the claims 
(MPEP 2141.02) 

However, Lin et al. and Philips et al. do not teach the composition comprising a 
copolymer of acryloyl dimethyl tauric acid or a salt thereof as a gelling agent. This deficiency is 
cured by the teaching of Suares et al. 

Suares et al. teach an improved thickening system that is effective at low pH, i.e. less 
than 6, for cosmetic compositions to overcome the existing problems in that some formulations 
are extremely difficult to thicken, especially the formulations that have low pH systems are 
particularly sensitive and difficult. Even if initially thickened, those formulations may have 
storage stability problems (page 2: 1-13 and page 1, lines 3-5). 
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Suares et al. teach that the thickening system provides a thickened effect to the 
composition with sufficient aesthetical pleasing viscosity and skinfeel. Suares et al. also teach 
that the thickening system is suitable for water and oil emulsion cosmetic compositions, and the 
thickeners in the system function as stabilizers by preventing phase separation (page 2: lines 18- 
21). 

Suares et al. further teach the thickening agents are taurate copolymers that are highly 
effective for low pH cosmetic compositions (page 7, lines 7-9). This system is particularly 
useful for building viscosity in relatively acidic compositions, at the same time, stabilizing oil 
and water emulsions, and providing a good skin feel (page 3, lines 1-13). A particularly useful 
taurate copolymer is acryloyl dimethyl taurate (in either free acid or salt form) (page 3, lines 14- 
18 and page 18, claim 3). 

Finding of prima facie obviousness Rational and Motivation 
(MPEP 2142-2143) 

It would have been obvious to a person of ordinary skilled in the art at the time the 
invention was made to combine the teaching of Lin et al. and Philips et al, and further in view 
of Suares et al. to arrive at the instant invention. 

One of ordinary skill would have been motivated to choose a specific thickening agent, 
i.e. a copolymer of acryloyl dimethyl taurate (in either free acid or salt form), because the 
copolymer of acryloyl dimethyl taurate is an effective thickening agent suitable for use cosmetic 
composition that has low pH, as taught by Suares et al. 

From the teaching of the references, one of ordinary skill in the art would have had a 
reasonable expectation of success in producing the claimed invention. Therefore, the invention, 
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as a whole, would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made, as evidenced by the reference. 



Conclusion 



No claims are allowed. 

Contact Information 



Any inquiry concerning this communication from the Examiner should direct to Helen 
Mei-Ping Chui whose telephone number is 571-272-9078. The examiner can normally be 
reached on Monday-Thursday (7:30 am - 5:00 pm). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor Johann Richter can be reached on 571- 
272-0646. The fax phone number for the organization where the application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either PRIVATE PAIR or PUBLIC PAIR. Status information for 
unpublished applications is available through PRIVATE PAIR only. For more information about 
the PAIR system, see http ://pair-direct.uspto . gov . Should you have questions on access to the 
PRIVATE PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

/H. C.I 

Examiner, Art Unit 1616 



/Mina Haghighatian/ 
Primary Examiner, Art Unit 1616 



